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Introduction

Good Morning Subcommittee Chairwoman Comstock, Ranking Member Lipinski and members of the
Subcommittee. My name is Jim Luther. I am the Associate Vice President for Finance and Research
Compliance Officer at Duke University. I also serve as the Board Chair for the Council on Governmental
Relations (COGR), an association of 190 research universities, affiliated medical centers and research
institutes, and co-chair of the Federal Demonstration Partnership’s (FDP) Administrative Cost Working
Group.

I would like to start by expressing my gratitude for the work of the National Academies and Government
Accountability Office (GAQ) and for this subcommittee’s interest in identifying opportunities to more
effectively regulate research policy. Congress has long supported the U.S. research enterprise,

providing $62.9 billion in funding for research in Fiscal Year (FY) 2014 alone. Members of Congress
have also expressed concern about the amount of time and funding spent on administrative processes
required for federally funded research and the desire to balance the need for oversight and transparency
with facilitating research and maximizing the use of federal funds.

The National Academies and GAO reports that are the subject of today’s hearing join previous reports on
this topic including the National Academies repott Research Universities and the Future of America, the




National Science Board report Reducing Investigators’ Administrative Workload for Federally Funded
Research and the Federal Demonstration Partnership Faculty Workload Surveys. All have come to similar
conclusions;

e that the regulation of research continues to steadily increase;

e that there is a lack of standardization of regulations, policies, guidance, systems and forms across
agencies; and, '

o that federally funded research could be regulated much more efficiently. Unfortunately the
regulatory environment remains largely unchanged since the publication of these reports.

The return on investment of federal research dollars in terms of benefit to the United States cannot be
argued. At Duke alone, we are advancing the cure for AIDS, making huge strides in cancer detection and
cures, and advancing promising research in the area of national defense. Unfortunately, steady growth in
federal regulatory requirements is impacting the productivity of the research enterprise. We are
continually challenged as to how to cost-effectively ensure compliance with federal regulations while at
the same time supporting the fundamental research.

Universities fully recognize the important role that regulations play to protect the taxpayer dollar, the
research participant, and broad national interests. Universities are committed to working with federal
partners to ensure effective oversight and efficient use of taxpayer funds. This commitment has led to a
number of successes, including a thoughtful development and rollout of the Office of Management and
Budget (OMB) Uniform Guidance, and we continue to work with OMB to overcome challenges in areas
such as procurement and subrecipient monitoring, both of which are targeted for reform in pending
legislation.

Successful engagement with federal regulators and sponsors has historically been heavily dependent on
relationships with individual agency employees and trust that is established over time. These relationships
can be extremely productive, but when the critical staff member departs, so does the productivity of the
relationship. It is also frequently the case that the university perspective is not sought and that regulations
do not include material changes recommended. This is noted in the Academies report with respect to the
Public Health Services Conflict of Interest Regulations. Per the report, “The [Advance Notice of Proposed
Rulemaking] ANPRM elicited a flood of critical comments from the research community, though these
comments were not reflected in the Notice of Proposed Rulemaking (NPRM) issued a year later, nor in
the final rule issued in August 2011...” Per the GAO report, the Department of Health and Human
Services (HHS) plans to evaluate the effects of certain provisions of the regulation, but the status of this
evaluation is unclear. COGR, the Association of American Universities (AAU), the Association of Public
and Land-grant Universities (APLU) and the Association of American Medical Colleges (AAMC) have
provided data and information demonstrating that the costs and negative impacts of the new rule far
exceed what HHS anticipated and that minimal benefits have been achieved. The GAO report
recommends that HHS “evaluate options for targeting requirements on areas of greatest risk for researcher
conflicts, including adjusting the threshold and types of financial interests that need to be disclosed and
the timing of disclosures.”

Another example of regulations that do not include material changes recommended is the Common Rule.
A COGR-APLU analysis of comments on proposed changes found that 74% of all responses and
approximately 96% of responses from patients and members of the research community opposed the




proposed changes to biospecimens on the grounds that they would be detrimental to research and health.
This is consistent with HHS findings that a “strong majority of commenters oppose these proposals” with
“opposition across all subgroups.” The Academies report suggests that the proposed revisions to the
Common Rule are “marred by omissions, the absence of essential elements, and a lack of clarity,” “could
be detrimental to areas of important research,” and should be withdrawn. COGR, its members, and
advisory groups such as the HHS Secretary’s Advisory Committee on Human Research Protections have
also called for the NPRM to be withdrawn. Yet we understand that HHS is still trying to move forward
with a final rule for which many of the proposals remain unchanged from the ANPRM despite
overwhelmingly negative comments. The Academies report recommends that a national commission be
appointed to examine “the ethical, legal and institutional frameworks for protecting human research
subjects” and that the regulations “not be revised until the national commission has issued its report” and
stakeholders have had an opportunity to respond.

Compounding the issue of engagement is a significant increase in federal research regulations over the
last two decades as demonstrated by the COGR List of Regulatory Changes Since 1991 (attached) and
figure 2-3 of the National Academies report, which suggests a rate of 5.8 new or substantially changed
regulations annually. This month alone a new regulation on Clinical Trials results reporting; a National
Institutes of Health (NIH) policy on Clinical Trials reporting; an NTH Good Clinical Practice training
requirement; and the National Archives and Records Administration Controlled Unclassitied Information
Final Rule were issued. In June NIH issued its Policy on the Use of a Single Institutional Review Board
Jfor Multi-Site Studies and in May the Department of Labor issued its new salary rule. These new
regulations and policies will cost each university anywhere from several hundred thousand to several
million dollars and result in a significant increase in administrative and faculty workload. Many
associated costs will not be reimbursed as administrative costs long ago exceeded the 26% threshold. At
Duke we are approximately $25 million over the threshold annually. This is not administrative bloat as
we have significant budgetary controls that are carefully operationalized to limit administrative growth
with an objective of maximizing programmatic spending,. It is due to the increasing number of regulations
and policies and the scope of the regulations, and it is not sustainable.

Regarding other major recommendations included in the National Academies report, COGR and AAU
have strongly endorsed H.R. 5583, the University Regulatory Streamlining and Harmonization Act of
2016 and S. 2742 the Promoting Biomedical Research and Public Health For Patients Act. Both would
create the Research Policy Board that is a centerpiece of the Academies recommendations, and the
former, the appointment of an Associate Administrator for the Academic Research Enterprise for unified
oversight as detailed in H.R. 5583.

H.R. 5583 proposes that the Research Policy Board be composed of federal and university officials
charged with reviewing existing and proposed regulations with the goal of reducing regulatory burden.
No mechanism currently exists to serve this function with respect to the research enterprise at large, but
there are many examples of non-federal entities serving in a related capacity. The Cost Accounting
Standards Board is a statutorily-established board that includes three federal members, a member from
industry and a member from the accounting profession. Per the OMB website “The Board has the
exclusive authority to make, promulgate and amend cost accounting standards and interpretations...”; the
Health and Human Services Secretary’s Advisory Committee on Human Research Protections which
includes non-federal members and ex-officio members representing federal agencies and serves an












